communications-(1) Scientific Exchange and Other Exempt Communications, (2) Non-Core Communications, and (3) Core Communications-with the first category being exempt from FDA oversight, the second subject to some FDA oversight, and the third category subject to the most stringent FDA oversight. 4 The New Model is intended to address concerns that the FDA's current regulatory scheme violates the First Amendment rights of drug manufacturers, to establish clear rules for drug manufacturers, and to serve the FDA's public health mission-by increasing the amount of accurate information about drugs available to the public, maintaining the integrity of the FDA's approval process, and maintaining incentives for drug manufacturers to study new uses of their products. 5 I agree with Bennett and colleagues that these are key goals for any reform to FDA oversight of prescription drug promotion, and their New Model is a thoughtful proposal to achieve these goals. But, leaving aside the obviously important question of whether the New Model would, in fact, address concerns that the FDA's regulatory scheme violates drug manufacturers' First Amendment rights, 6 this commentary explores whether the New Model would serve its other aims of providing clear rules for drug manufacturers and serving the public health. To that end, I raise some questions about whether the New Model would accomplish those two aims, primarily focusing on the proposal to categorically exempt scientific and certain other communications from FDA oversight.
As a preliminary matter, whatever one thinks of the substance of the FDA's current regulatory scheme, it arguably is not the case that the FDA's existing requirements are generally unclear to drug manufacturers. As Bennett and co-authors note, the FDA's requirements have been in place for over 50 years, giving drug manufacturers extensive experience with how the FDA interprets and implements those requirements. Additionally, it does not appear that the FDA identifies an overwhelming number of violations in this area, which might be expected if there were widespread misunderstanding of the FDA's requirements. In 2014, the FDA's Office of Prescription Drug Promotion (OPDP) sent only 10 warning or untitled letters. 7 Even considering the higher number of OPDP warning and untitled letters in previous years (eg 24 in 2013, and 28 in 2012), the number of FDA actions is not particularly high when compared to the number of drugs that are marketed, and the estimated 27 billion dollars that the pharmaceutical industry spends yearly on drug promotion. 8 Of course, the relatively low number of identified violations might demonstrate that the FDA lacks resources to enforce its requirements, that the FDA has grown more cautious in enforcing its drug promotion requirements in light of recent First Amendment decisions, or that industry speech is broadly chilled by confusion about FDA requirements. But another implication might be that there is not much confusion within industry about what the FDA requires.
That said, it likely is less clear to industry how (or whether) the FDA intends to revise its requirements to explicitly address developments in First Amendment jurisprudence. It also may not be obvious how the FDA intends to apply its requirements to relatively new forms of communication, like social media, for which there is limited regulatory history to instruct stakeholders. Assuming that the FDA's current scheme is uncleareither generally, or in specific, but important, contexts such as social media-the question, then, is would the New Model provide more clarity than what currently exists.
Bennett and colleagues note that 'scientific exchange' is one category of communications that already exists in the FDA's regulations, but that the FDA has not provided a specific, binding definition of 'scientific exchange'. 9 Drug manufacturers, thus, are left to 'read the tea leaves'. 10 But as Bennett and co-authors acknowledge, undefined terms exist in many agencies' regulatory schemes, and, even considering only the FDA, a lack of specificity is not unique to the drug promotion aspect of the FDA's regulatory scheme. Given this, and other commentators' concerns about the proliferation of vague standards and non-binding guidance at the FDA and other agencies, 11 it is not clear whether creating more categories of communication that would require the FDA to draw more lines and establish more definitions, would achieve the authors' goal of creating certain rules for drug manufacturers-or would simply create more tea leaves for drug manufacturers to read.
Moreover, although Bennett and colleagues have provided a reasonable definition of what should constitute scientific exchange or otherwise exempt communications, the FDA may not have provided a general definition of 'scientific exchange' because what constitutes scientific exchange is likely to be highly dependent on the facts of the particular situation. United States v. Harkonen provides a useful example. 12 In that case, the government prosecuted Dr. Harkonen, the CEO of a drug company, alleging that he and others at the company fraudulently misrepresented in a press release the results of a phase III trial of a new indication for an approved drug. On its face, the press release looks much like scientific exchange. Indeed, the press release did not involve fabricated or falsified data, nor was the description of the study results objectively false. However, the study discussed in the press release failed to yield any statistically significant results for its pre-defined endpoints, and the positive results reported in the press release were based on unblinded post-hoc analyses. Ultimately, a jury convicted Dr. Harkonen of wire fraud, and the Ninth Circuit upheld that conviction in an unpublished opinion.
Regardless of whether one agrees that Dr. Harkonen should have been convicted, his case demonstrates how fact-intensive an inquiry into whether a communication constitutes legitimate scientific exchange can be 13 -and thus how difficult it may be to write a general definition that can provide significantly greater certainty for industry. Bennett and co-authors might respond that the press release at issue in Harkonen would not meet their definition of scientific exchange because the limitations of the post-hoc analyses were not made clear and therefore the information in the press release was not 'placed in the appropriate context'.
14 But the fact that some scientists and other academic commentators supported Dr. Harkonen and expressed concern that his conviction punishes legitimate scientific communications, 15 suggests that even within the scientific community it may be difficult to generally define scientific exchange.
The difficulty of defining what is or is not legitimate scientific exchange, in turn, raises the question of whether the public health would be served by categorically excluding certain drug manufacturer communications from FDA oversight. Experience and research suggest that drug manufacturers can use scientific or educational communications to market their products. Harkonen provides one example. Evidence presented at Dr. Harkonen's trial suggested that the data were presented in an inappropriately positive light in the press release in order to increase off-label sales of the drug. Additionally, concerns have been raised about industry-supported Continuing Medical Education (CME) programs, even when industry sponsors do not expressly control the content of the CME programs. 16 For instance, some (although not all) research has suggested that industry-supported CME programs place more focus on drug treatments and give more favorable treatment to sponsors' products than do those that are not funded by industry, and that industry receives an approximately 3-fold return on its investment in educational programs. 17 Moreover, as other commentators have explained, marketing research suggests that there are emotional and non-conscious ways to convey information in a persuasive manner. 18 Color choice provides one illustration of non-informational means of persuading-for example, green packaging may lead consumers to conclude that products are environmentally friendly. 19 This research indicates that factually and contextually accurate scientific or educational information may nevertheless be finessed.
This not to say that there is no public health value in drug manufacturers' scientific and educational communications. As Bennett and co-authors explain, drug manufacturers often have the most extensive and up-to-date information about their products, and, as a general matter, I agree with the authors that allowing the public to access that information might have some positive public health effects. But I am more skeptical of the relative public health value of drug manufacturer communications than the authors appear to be. Given the difficulty of defining a general category of scientific (and other exempt) communications, and the reality that even communications that meet Bennett and colleagues' very reasonable definition of scientific exchange might be manipulative, 'scientific exchange' may not be the most useful line to draw from the public health perspective.
